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DETAILED ACTION 

The Amendments filed on April 19, 2007 has been received and entered. 
Currently, Claims 1-9, 13-17 are pending. Claims 1-9, 13-17 are examined 
on the merits. 

Claim Rejections - 35 USC §112 

Claims 4-6 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 

Undue experimentation would be required to practice the invention as 
claimed due to the quantity of experimentation necessary; limited amount of 
guidance and limited number of working examples in the specification; nature of 
the invention; state of the prior art; relative skill level of those in the art; 
predictability or unpredictability in the art; and the breadth of the claims. In re 
Wands. 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). 

Applicant's claims are broadly drawn to a composition that is able to 
prevent gastritis, gastric ulcer or gastric cancer. In order to be enabled for 
prevention of a condition, applicant must demonstrate that the invention is able to 
prevent the condition each and every instance of that condition. Applicant's 
specification does not set forth any evidence that the claimed product is able to 
prevent gastritis, gastric ulcer or gastric cancer for all potential causes of 
gastritis, gastric ulcer or gastric cancer. In addition, the art teaches gastritis. 
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gastric ulcer or gastric cancer prevention is not accepted as possible because 
many risk factors such as social behavior, age, race and family history cannot be 
controlled (see 

http://www.mavoclinic.com/health/qastritis/DS00488/DSECTION=9: 
http://www.bodvandfltness.com/lnformation/Health/ulcers.htm: 
http://familvdoctor.orq/online/famdocen/home/common/cancer/tvpes/817.html ). 
Because applicant's specification does not show prevention of gastritis, gastric 
ulcer or gastric cancer and the art acknowledges that prevention is not currently 
possible, a person of ordinary skill in the art would be forced to experiment 
unduly in order to determine if applicant's invention actually functions as claimed. 
Therefore, the claims are not considered enabled for the prevention of gastritis, 
gastric ulcer or gastric cancer. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 17 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. It is unclear what ages are 
encompassed by "immature." 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 

U.S.C. 102 that fonm the basis for the rejections under this section made in this 

Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1-2, 4-9, 13-17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Tsuneo et al. (JP 10-1025247 A) with Thomas et al. (US 5972985) 
providing evidence of inherent characteristics of Tsuneo et al. 

Tsuneo et al. teaches a drug that inhibits the growth of Helicobacter pylori 
and is effective for prevention and treatment of gastritis, gastric and duodenal 
ulcers and the like, where the agent contains hops or its extract, at dose about 1- 
2000 mg/adult, particularly 10-1000 mg/adult, as a beverage and food for daily 
ingestion (Abstract). Thomas et al. teaches that proanthocyanidins are flavanols 
which are present in hops (column 8, lines 34-41 ). 

Claims 1, 3-7, 9, 13-15, 17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Mikio et al. (JP 1 1-180888 A) with Ariga et al. (US 5773262) 
providing evidence of inherent characteristics of Mikio et al. 

Mikio et al. teaches compound against Helicobacter pyroli by blending a 
fruit polyphenol containing fruit juice, such as apple polyphenols and the like, in 
solution adjuvant to be phannaceutically manufactured. Ariga et al. teaches that 
proanthocyanidins are extracted from apples (column 1 , lines 68-61 ). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which fomns the basis for 
all obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill In the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
Invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 
148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at 
issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. • Considering objective evidence present in the application indicating 

obviousness or nonobviousness. 

Claims 1 , 3-7. 9, 13-17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mikio et al. (JP 1 1-180888 A). 

Mikio et al. teaches compound against Helicobacter pyroli by blending a 
fruit polyphenol containing fruit juice, such as apple polyphenols, in solution 
adjuvant to be pharmaceutically manufactured. However it does not teach the 
concentration. 

The reference also does not specifically teach adding the ingredients in 
the amounts claimed by applicant. The amount of a specific ingredient in a 
composition is clearly a result effective parameter that a person of ordinary skill 
in the art would routinely optimize. "[Wjhere the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable 
ranges by routine experimentation." In re Aller, 220 F.2d 454, 456, 105 USPQ 
233, 235 (CCPA 1955). Thus, optimization of general conditions is a routine 
practice that would be obvious for a person of ordinary skill in the art to employ. 
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It would have been customary for an artisan of ordinary skill to determine the 
optimal amount of each Ingredient to add In order to best achieve the desired 
results. Thus, absent some demonstration of unexpected results from the 
claimed parameters, this optimization of Ingredient amount would have been 
obvious at the time of applicant's Invention. 

Conclusion 

No claim is allowed. 

Contact Information 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Catheryne Chen whose telephone number is 
571-272-9947. The examiner can normally be reached on Monday to Friday, 9-5 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Terry McKelvey can be reached on 571-272-0775. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Infomnation Retrieval (PAIR) system. Status infomnation 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status infomnation for unpublished applications is available through 
Private PAIR only. For more infomnation about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated infonmation system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

Catheryne Chen 
Patent Examiner 
Art Unit 1655 



/Susan Hoffman/ 
Primary Examiner, Art Unit 1655 



